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DETAILED ACTION 
Claims 1-5 are presented for examination. 
Election/Restrictions 

Restriction is required under 35 U.S.C. 121 and 371 . 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

I. Claims 1-4, drawn to a composition for the treatment of vitiligo, classified 
in class 514, subclass 179. 

II. Claim 5, drawn to a method for the treatment of vitiligo, classified in class 
514, subclass 179. 

The inventions listed as Groups I - II do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: A composition 
containing L-proline and ethanol are not novel (see US Patent No. 6323219 B1 to 
Costanzo). 

Restriction for examination purposes as indicated is proper because all these 
inventions listed in this action are independent or distinct for the reasons given above 
and there would be a serious search and examination burden if restriction were not 
required because one or more of the following reasons apply: 
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(i) the inventions have acquired a separate status in the art in view of their 

different classification; 

(ii) the inventions have acquired a separate status in the art due to their 

recognized divergent subject matter; 

(iii) the inventions require a different field of search (for example, searching 

different classes/subclasses or electronic resources, or employing different 
search queries); 

(iv) the prior art applicable to one invention would not likely be applicable to 

another invention; 

(v) the inventions are likely to raise different non-prior art issues under 35 U.S.C. 

101 and/or 35 U.S.C. 112, first paragraph. 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a invention to be examined even though the requirement 
may be traversed (37 CFR 1 .143) and (ii) identification of the claims encompassing 
the elected invention. 

The election of an invention may be made with or without traverse. To reserve a 
right to petition, the election must be made with traverse. If the reply does not distinctly 
and specifically point out supposed errors in the restriction requirement, the election 
shall be treated as an election without traverse. Traversal must be presented at the time 
of election in order to be considered timely. Failure to timely traverse the requirement 
will result in the loss of right to petition under 37 CFR 1 .144. If claims are added after 
the election, applicant must indicate which of these claims are readable on the elected 
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invention. 

If claims are added after the election, applicant must indicate which of these 
claims are readable upon the elected invention. 

Should applicant traverse on the ground that the inventions are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the inventions to be obvious variants or clearly admit on the record that this is 
the case. In either instance, if the examiner finds one of the inventions unpatentable 
over the prior art, the evidence or admission may be used in a rejection under 35 U.S.C. 
1 03(a) of the other invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .17(i). 

The examiner has required restriction between product and process claims. 
Where applicant elects claims directed to the product, and the product claims are 
subsequently found allowable, withdrawn process claims that depend from or otherwise 
require all the limitations of the allowable product claim will be considered for rejoinder. 
AN claims directed to a nonelected process invention must require all the limitations of 
an allowable product claim for that process invention to be rejoined. 

In the event of rejoinder, the requirement for restriction between the product 
claims and the rejoined process claims will be withdrawn, and the rejoined process 
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claims will be fully examined for patentability in accordance with 37 CFR 1 .104. Thus, to 
be allowable, the rejoined claims must meet all criteria for patentability including the 
requirements of 35 U.S.C. 101, 102, 103 and 112. Until all claims to the elected product 
are found allowable, an otherwise proper restriction requirement between product 
claims and process claims may be maintained. Withdrawn process claims that are not 
commensurate in scope with an allowable product claim will not be rejoined. See MPEP 
§ 821 .04(b). Additionally, in order to retain the right to rejoinder in accordance with the 
above policy, applicant is advised that the process claims should be amended during 
prosecution to require the limitations of the product claims. Failure to do so may result 
in a loss of the right to rejoinder. Further, note that the prohibition against double 
patenting rejections of 35 U.S.C. 121 does not apply where the restriction requirement 
is withdrawn by the examiner before the patent issues. See MPEP § 804.01 . 

During a telephone conversation with Attorney Marvin Feldman on June 15, 2009 
a provisional election was made without traverse to prosecute the invention of Group I, 
claims 1-4. Affirmation of this election must be made by applicant in replying to this 
Office action. Claim 5 is withdrawn from further consideration by the examiner, 37 CFR 
1 .142(b), as being drawn to a non-elected invention. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claim 3 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

"The primary purpose of this requirement of definiteness of claim language is to 
ensure that the scope of the claim is clear so the public is informed of the boundaries of 
what constitutes infringement of the patent. A secondary purpose is to provide a clear 
measure of what applicants regard as the invention so that it can be determined 
whether the claimed invention meets all the criteria for patentability and whether the 
specification meets the criteria of 35 U.S.C. 1 12, first paragraph with respect to the 
claimed invention." (MPEP 2173). 

The term "70-90 degrees" is not clear what Applicant is referring to, which 
renders the claims indefinite. The term is not defined by the claim, the specification 
does not provide a standard for ascertaining the requisite degree, and thus one of 
ordinary skill in the art would not be reasonably apprised of the scope of the invention. 

Because the term "70-90 degrees" would invite subjective interpretations of 
whether or not this temperature is measured in Celsius or Fahrenheit, if this 
temperature is considered for the whole composition, it is the Examiner's position that 
the public would not be informed of the boundaries of what constitutes infringement of 
the present claims and thus the claims fail to meet either the tenor or express 
requirements of 35 U.S.C. j 1 12, second paragraph and are properly rejected. 
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Claim Rejections - 35 USC § 101 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, 
manufacture, or composition of matter, or any new and useful improvement 
thereof, may obtain a patent therefor, subject to the conditions and requirements 
of this title. 

Claim 4 is rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. This claim is rejected under 35 U.S.C. 101 
because the claimed recitation of a use, without setting forth any steps involved in the 
process, results in an improper definition of a process, i.e., results in a claim which is 
not a proper process claim under 35 U.S.C. 101. See for example Ex parte Dunki, 153 
USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 
149 USPQ 475 (D.D.C. 1966). The term "use of is not among the statutory class of 
inventions. These claims are rejected as "use" claims. 

Thus, the use of a compound is not supported by a well established utility and for 
the reasons set forth above, one skilled in the art clearly would not know how to use the 
claimed invention. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 
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Claim 4 provides for the use of a compound, but, since the claim does not set 
forth any steps involved in the compound/process, it is unclear what compound/process 
applicant is intending to encompass. A claim is indefinite where it merely recites a use 
without any active, positive steps delimiting how this use is actually practiced. 



Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having 
ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 



Claims 1-4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
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Costanzo (US Pat. No. 6323219 B1). 
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This invention relates to methods ands compositions for bringing about changes 
in skin pigmentation and for treating inflammatory disorders. More particularly, this 
invention relates to compounds which affect melanogenesis and can be used as 
depigmenting agents or as agents for darkening skin utilizing the PAR-2 pathway (see 
abstract). Costanzo further teaches the composition of compound I in 70% ethanol 
as solvent 1 with a range of 40-90% (see col. 26, example 19). Skin disorders include 
unwanted pigmentation, unwanted depigmentation. In one specific example, vitiligo 
patients are treated with melanin (col. 30, lines 15-18). In the compounds of formula 
(I): The particularly preferred "A"s are: amino, an L amino acid such as glycine or 
proline, where the amino terminus is unsubstituted or monosubstituted with a member 
of the group consisting of amino, or a poly peptide comprised of two amino acids, 
where the first acid is L-proline (col. 35, lines 57-66 and col. 36, lines 5-9). Skin 
disorders include unwanted pigmentation, unwanted depigmentation. In one specific 
example, vitiligo patients are treated with melanin (col. 30, lines 15-18). Claim 2 
indicates the alcoholic excipient is 0.52 mg/ml of the composition. Costanzo teaches 
the composition in ethanol as a solvent with a range of 40-90%, where it indicates that 
50% of the composition consists of the solvent which reads on 0.52 mg/ml being the 
solvent, therefore the teachings of Costanzo reads on claim 2. 

It would have been obvious to have used the teachings of Costanzo to produce a 
composition for the treatment of vitiligo. 
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One would have been motivated to create such formulation because Costanzo 
teaches the preparation of a compound containing amino acid such as L-proline in an 
alcoholic vehicle such as ethanol. Therefore, one of ordinary skill in the art would have 
been motivated to use the formulation taught by Costanzo to develop the claimed 
formulation. It will be apparent to one of ordinary skill in the art that many changes and 
modifications can be made thereto without departing from the spirit or scope of the 
appended claims. The determination of the alcoholic excipient to the active ingredient 
are well within the level of one having ordinary skill in the art, and the artisan would be 
motivated to determine optimum amounts to get the maximum effect of the drug while 
minimizing adverse or unwanted side effects or even undesirable stability issues. 

Finally, one would have a reasonable expectation of success given that 
Costanzo provide a detailed blueprint for making the composition for the treatment of 
vitiligo, and the steps of which are routine to one of ordinary skill in the art. 

Thus in the absence of evidence to the contrary, the invention of claims 1-4 
would have been prima facie obvious as a whole to one of ordinary skill in the art at the 
time the invention was made. 

Conclusion 



No claim is allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zohreh Vakili whose telephone number is 571-272- 
3099. The examiner can normally be reached on 8:30-5:00 Mon.-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, can be reached on 571-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
Zohreh Vakili 

Patent Examiner June 16, 2009 
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/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



